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Objectives

Discuss the HCV virus and impact on Native American Population
Discuss epidemiology of Hepatitis C in Indian Country

e Review screening methods and procedures when diagnosing between
acute and chronic Hepatitis C

e Discuss new therapeutic options for treatment of chronic HCV

e Recognize and assess clinical significance of common drug-drug
Interactions

 Demonstrate how to establish a pharmacy managed HCV clinic



What is the Hepatitis C Virus?

A small, (55-65 nm) enveloped, single stranded RNA virus

epatitis

7 major genotypes
irus

Half life in serum ~ 45 minutes-3 hours

E1and E2
envelope proteins .

Each cell produces 50 virions daily

e 10% virions produced each day, mainly in the hepatocytes of the liver 1

Lipid envelope \‘B. 4

Utilizes phosphoprotein NS5A and viral RNA-dependent RNA polymerase NS5B Copsd %

e Target molecules with current treatments (<RNA genome

3Dcienciacom

Zeisel, M.; Barth, H.; Schuster, C.; Baumert, T. (2009). . Frontiers in Bioscience. 14 (8): 3274-3285.


https://www.ncbi.nlm.nih.gov/pmc/articles/PMC3235086

Hepatitis C As a Global Health Problem

=

‘L_-/
Prevalence of infection ‘J,
- 10% >
- 2. 5-10%
m 1-2.5%

Data from International Travel and Health [Internet]. Geneva: World Health Organization; 2007 [cited 2009 Mar 11]. Available from: http://www.who.int/ith/maps/hepatitisc2007.jpg)




HCV Incidence

e 30,500 estimated new infections
e |HS just over 2,000 per year

= Not a true incidence but rather ‘new diagnoses’
e 33,937 HCV+ patients

= 1,527 born before 1945

= 18,482 born 1945-1965

o 13,928 born after 1965



HCV Hospitalization

300% Increase in related Hospitalization for Al/AN — 1995-2007
(per 100,000 persons)
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HCV Related Mortality

By race/ethnicity, 2014
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Epidemiology: Hepatitis C In the Great Plains NE, ND, and
SD - Percent of Cases Per Year by Race (2012-2016)

Great Plains Area
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Epidemiology: Percent of Cases Per Race & Sex by Age
Group by Race (2012-2016)
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Risk Factors for HCV Infection

e 1in 30 baby boomers has HEP C

Chronic hemodialysis

Any known blood exposure to HCV-positive blood

* 4-7%




Natural progression following Initial infection with HCV

Chronic hepatitis C

Acute hepatitis C

~10-50 vears

steatoss fibrosis/ cancer

cirrhosis

5-20% with steatosis or fibrosis
will develop hepatic cirrhosis

Acute o ' He
R patic
hepatitis C A i Cirrhosis
InfaxHon Chronic Hepatic .
hepatitis C Fibrosis U
-short-term infection fibrosis or
— mild “scarring of the
- 15-25% will - long-term “scarring of liver” Hepatocellular
clear HCV Hepatic the liver” B T Ly P Carcinoma
without - 60-70% of Steatosis
treatment those with - a “chronic -1-5% with - formation of
chronic HCV - “fatty liver” liver disease” hepatic cirrhosis a malignant
-75-85% will will develop will develop tumor arising
develop chronic liver - a “chronic - reversible, if hepatocellular from
chronic HCV disease liver disease” HCV is cleared carcinoma hepatocytes

Scherger, Joseph E., Philip J. Nivatpumin, Sandeep Garg, and Kenneth Algazy. "Hepatocellular Carcinoma." MD Consult. Elsevier Inc., 2012. Web. 1 May 2012.
<http://www.mdconsult.com.eres.library.manoa.hawaii.edu/das/pdxmd/body/337763754-9/1301856863?type=med>.



http://www.mdconsult.com.eres.library.manoa.hawaii.edu/das/pdxmd/body/337763754-9/1301856863?type=med

Hepatitis C Genotypes

e Genotype 1
o GT 1b different than GT 1a

e GT 3 associated with higher
mortality

Alter MJ et al. N Engl J Med 1999; 341:556-62
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Signs and Symptoms



Evaluations of Patients with Chronic HCV

onitor 1or valuate 10r

HeC cirrhosic Referral for liver transplant

|4l

Behavioral health referral
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Baseline Studies in Chronic HCV

Basic blood tests Comprehensive metabolic panel
Complete blood count with differential
INR
Vitamin D 25-OH
te

ct
-$

Pregnancv
bl LAY N | l\dy

Liver function test Liver enzyme function tests

total and direct bilirubin

serum albumin

Liver Fibrosis (Echosens) test

Hepatitis and HIV __HCV genotype and subtype ...
tests Quantitative HCV RNA

HIV Antibody

__Henpatitis B serologv (HBSAG, anti-HBs anti-HBc)

e et e /4

Miscellaneous and  Alpha-fetal protein (AFT)
Imaging

Abdominal ultrasound




Baseline Studies

b l b l

e Thrombocytopenia e AST or ALT
(<150 thousand) e <30 IU/mL for
e Neutropenia men
e Cirrhosis causes ¢ <19 |U/mL for
BMS women
e 1Bilirubin

e Synthetic function
e |Alb tINR




Baseline Studies

e GT and subtype e Revaccination e HIV Antibody

e Quantitative e HBV reactivation e AFP

e Decide duration e 24 cases e Abdominal u/s-

e Acute vs Chronic e Unknown spleen size
mechanism e Cirrhosis

e HCC




Vaccinations

-
0 0 and 6-18 months
%/

0 0, 1-2 and 6-28 months
%/

0 0, 1 and 6 months
o

NN N




Staging of Liver Disease
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Staging of Liver Disease: APRI, FIB-4 Score

AST Level (TU/L)

Age (years) AST Lewvel (U/L)
AST (Upper Limit of Normal) X
(UL
APRI = x 100 = FIB-4 = Platelet Count (10°/L) B
ALT (U/L)
Plateler Count (10771 N

Lin ZH, Xin YN, Dong QJ, et al. Performance of the aspartate aminotransferase-to-platelet ratio index for the staging of hepatitis C-related fibrosis: an updated meta-analysis. Hepatology. 2011;53:726-36.
Sterling RK, Lissen E, Clumeck N, et. al. Development of a simple noninvasive index to predict significant fibrosis patients with HIV/HCV co-infection. Hepatology 2006;43:1317-1325.



Staging of Liver Disease: Child-Pugh Classification of
Cirrhosis

e Class A: Mild dysfunction Factor 1 point 2 points 3 points
= 5to 6 points Total bilirubin <34 34-50 >50
= 100% 1 year survival (umol/L)
e Class B: Moderate dysfunction Serum albumin  >35 28-35 <28
= 7 to 9 points (g/L)
= 80% 1 year survival PT INR <1.7 1.71-2.30 >2.30
e Class C: Severe dysfunction Ascites None Mild Moderate to
= 10-15 points Severe
o 45% 1 year survival Hepatic None Grade |-l Grade -1V (or
encephalopathy refractory)

Calculated only for patients with
cirrhosis or suspected



Staging of Liver Disease: Liver Biopsy

* No longer considered gold standard
Invasive procedure

Expensive

* Poor patient acceptance

Interpretation has significant variability




Staging of Liver Disease: Cirrhosis

DECOMPENSATED

Development of

complications between
compensated and L ' |

decompensated cirrhosis

CIRRHOSES

e \Variceal hemorrhage
e Ascites

e Encephalopathy
e Jaundice o

Disease Severity




Staging of Liver Disease: Cirrhosis

1.00

* Median survival
= Compensated: 9 years 0.75 -
= Decompensated: 1.6 years

Compensated curhosis

0.50 -
e Patients with a score of 15
or greater ShOUId be . Decompensated cirrhosis
considered for evaluation of ooo{ "™ months
|IV€F transplant :tsa:fiSKZ 36 48 60 72 84 96 108 12
806 600 450 335 275 248
843 288 133 55 26 13

Figure_ 1. Survival of compensated versus decompensated cirrhosis at diagnosis. (From D'Amico G, Garcia-Tsap G, Pagliaro L.
Natural history and prognostic indicators of survival in cirrhosis: a systemalic review of 118 studies. J Hepatol 2006,44:219;)



Alcohol and On-going Substance Abuse

 NOT indicated to withhold HCV therapy based on active alcohol or
substance use

e Patients may be referred to behavioral health of substance abuse
treatment before and during HCV management



Protecting the Liver

e Coffee and tea may be liver protective

e Statins may be hepatoprotective and even may decrease risk of HCC
e Tobacco: Can increase risk of hepatocellular carcinoma.

* Marijuana: chronic use associated with increased fibrosis

e Alcohol: hepatotoxic

Pastori et al. Digestive and Liver Disease. Volume 47, Issue 1, January 2015, Pages 4-11



https://www.sciencedirect.com/science/journal/15908658
https://www.sciencedirect.com/science/journal/15908658/47/1

HCV Therapy: Goals

Y
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HCV Therapy: Old vs New

Interferon Based Direct Acting Antivirals
e |Injectable e Oral
e Long duration of treatment: 6 to 12 o Shorter durations: 2-3 months
months « Minimal side effects

High side effect profile = N/V, muscle weakness

= Fatigue, alopecia, neutropenia, High cure rates: >99%
insomnia, depression

Low cure rate
s 10-50%



R R RSB
HCV Therapy: Old vs New

2016
DAAs_, 20137 95-100

2011
PEG-IF/N/' 85 +
80 RBV 2001
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0 i
IFN IFN IFN/RBV IFN/RBV PEGIFN PEGIFN/ PEGIFN/ DAA All oral
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12 mos DAA *=PEGIFN e
DAAs
8-16

mos



e —
HCV Direct Acting Antivirals (DAAs)

Target NS3/4A: Protease NS5A: Replication NS5B: Polymerase
Inhibitors (-previr) Complex Inhibitors (-asvir) Inhibitors (-buvir)

Glecaprevir Ledipasvir Sofosbuvir
Voxilaprevir Pibrentasvir
Velpatasvir

Harvoni® - Ledipasvir/Sofosbuvir

Epclusa® - Sofosbuvir/Velpatasvir

Mavyret® - Glecaprevir/Pibrentasvir

Vosevi® - Sofosbuvir/Velpatasvir/Voxilaprevir



HCV Therapy: Ledipasvir/Sofosbuvir Harvoni®

T )

1%

'~ Harvoni®
(led‘PaSVir, sofosbuvir) T2 et
90 mg / 400 mg

Notetopharmacist: .
Y010t coverALERT box with pharmacy ek

ALERT: Find out about medicines that I
should NOT be taken with Harven!® _ 8L

'

Harvoni [package insert]. Foster City, CA: Gilead Sciences, Inc.; 2016.




HCV Therapy: Ledipasvir/Sofosbuvir Harvoni®
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Efficacy Summary
ION Studies

Weeks Iq&l'l ION 2

24
B No RBVY HRBV
N=214 217 109 111 109 111

Treatment naive

Treatment experienced
16% cirrhosis

20% cirrhosis

IOQI -3 ION-3
12
215 216 216

Treatment naive
No cirrhosis

Afdhal N, et al. N Engl ] Med 2014; 2014 Apr 12 [Epub ahead of print] Kowdley K, et al. N Engl ] Med 2014; 2014 Apr 11 [Epub ahead of print] Afdhal N, et al. N EnglJ Med 2014; 2014 Apr 12 [Epub ahead of print]



—————.|
I;ICV Thgrapy: Sofosbuvir/Velpatasvir Epclusa®

. Epclusa® ¥
(sofosbuvir and
- tablets
0 100

Take 1 tablet once daily
Note to

. oot cover ALERT bo with pharmaq %4
ALERT: Find out about medicinesth® | |
___*hould NOT be taken with Epcus2

S I

—

Epclusa [package insert]. Foster City, CA: Gilead Sciences, Inc.; 2016.




ASTRAL-1: SVR12 for all Genotypes

100

Efficacy Summary

HCV Therapy: Sofosbuvir/Velpatasvir Epclusa®
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0

Total Non-Cirrhotic

Feld, AASLD, 2015, LB-2. Feld JJ, etal. N EnglJ Med. 2015. DOI: 10.1056/NEJM0al1512610

Cirrhotic

Treatment Naive

Treatment Experienced



HCV Thgra py: Sofosbuvir/Velpatasvir/Voxilaprevir Vosevi®

..... Vosevi” |
sofosbuyvir, ’ l

- :(‘;51 ilaprevir) tablets :
~Wmg/100 mg/100 ﬂ‘Sg
Take 1 tablet once daily 3
hm¢"m;mﬂ ;

ALERT: Firnd out about medicines that
hould NOT be taken with Vose¥!

psevi [package insert]. Foster City, CA: Gilead Sciences, Inc.; 2017




HCV Therapy: Sofosbuvir/Velpatasvir/Voxilaprevir Vosevi®

Efficacy Summary
POLARIS-1: SVR12 for all Genotypes

99

100

90

80

70

60

50

40

30

20

10

0
All No Cirrhosis Cirrhotic

Bourlier M, et al. N Engl J Med. 2017;376:2134-46.
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HCV Therapy: Glecaprevir/Pibrentasvir Mavyret

—~——

NDC 0074-2625-28
Ry only

Mavyret”

(glecaprevir and pibrentasvir)
100mg / 40mg

Each tablet contains glecaprevir and pibrenta
-

svir 100mg / 40mg

Mavyret [package insert]. North Chicago, IL: AbbVie, Inc.; 2017




HCV Therapy: Glecaprevir/Pibrentasvir Mavyret®

Efficacy Summary

ENDURANCE-1: SVR12 for GT 1 Non-cirrhotic

99.1 99.7
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All

B 8 Weeks MW 12 Weeks

Bourlier M, et al. N Engl J Med. 2017;376:2134-46.



Summary

ide eff A Reacti f iti
Side effect and Adverse Reactions o Laboratory Abnormalities

DAAs

* Well tolerated by most patients « Not common

e Most common e Bilirubin elevations
= Headache = DAAS can inhibit bilirubin
o Fatigue transporters
= Nausea e Initial slight increase in ALT
= Diarrhea e Anemia with use of ribavirin

O

Muscle weakness



Drug Interactions with DAAs

 Mostly metabolized by CYP3AA4.

o |Inhibitors: grapefruit, macrolides, azoles, antidepressants, CCB, protease
inhibitors

o Inducers: Anticonvulsants, barbiturates, hypoglycemics
e Transported by P-gp

o |Inhibitors: Amiodarone, atorvastatin, carvedilol, digoxin, nifedipine,
verapamil

o Inducers: Aspirin, cyclosporine
e Avoid herbals: St. John’s Wort and milk thistle (2C9)
e Acid suppressive therapy
= Greatest concern with Velpatasvir (Epclusa® and Vosevi®)

= Counseling point: avoid PPIs while on treatment
- May take one dose of H2 antagonist at same time as daily dose



Summary

e Hepatitis Cis an infectious disease that affects the liver that may
ultimately lead to cirrhosis, hepatic carcinoma and death

 New treatments highly efficacious with minimal side effects

e Currently may be cost prohibitive but more information forthcoming
and in poster presentation



Summary

e Treatment algorithm available:

= American Association for The Study of Liver Diseases
* https://www.aasld.org/publications/practice-guidelines-0

o Project ECHO Training

= University of Liverpool
* https://www.hep-druginteractions.org/
- Most comprehensive source available



https://www.aasld.org/publications/practice-guidelines-0
https://www.hep-druginteractions.org/

Establishing a pharmacy
managed HCV Clinic




R EEEE————————
Prior to HCV Clinic

With Insurance .
| (Pvt./Federal) O Without Insurance .
|

Referred to Medical

Very Few Options

Specialists
¥ ¥
$10,000-$15000/referral Rationing Care
¥ ¥
Distance

Poor outcomes
Lost to follow-up



Inter-collaborative Approach




ldentifying Patients with Hepatitis C

4 4

168 patients 155 patients

e 25% screening rate
o J o J

) )




EHR Documentation

C hensi
EERE]L Initial Visit Ompré _enswe Treatment =i @ SVR
visit Treatment

( ) ( )
| Consult | PHQS | Project | Counseling Labs | Patientis
from PCP AUDIT-C ECHO cured!
g J g J g g J g J
( ) ( ) ( (" N\ 4 N\
Start Counsel about
—  Walkin — Education . Medication — Labs " re-infection and
Authorization prevention
g _J g J g g J g J
4 N\ 4 N
— Labs —| Immunizations
\§ J g J
.
— Immunizations}

&




Consult Template

emplate: HC¥ Consult Pharmacy Demo

Quentin N. Burdick Memorial Health Care Facility
HEPATITIS C TREATMENT PROGRAM

PCP: _'I

DEMO,PATIENT ARCELAY({00-00-03} is a 10 wyear old FEMALE being
referred to the pharmacy managed hepatitis C treatment clinic at the
Quentin N. Burdick Memorial Health Care Facility:

ALL THE FOLLOWING MUST BE ANSWERED BEFORE PATIENT WILL BE ACCEPTED INTO THE
CLINIC.

Does the patient hawe a history of compliance and adherence with prescribed
treatment plans?
* Yes { No

Do you feel that the patient is ready to begin treatment for chronic HCV?
*{" Yes { No

Does patient hawve recent labs within the last 3 months to establish a baseline
prior to initiating treatment? Please see the Hepatitis C menu in the outpatient
lab menu for a full list of recquired labs necessary for initiating treatment.
*(" Yes { No

Do you want us to order reguired labs for this patient on your behalf? If not,
lab orders will be sent to provider to sign off on.
*" yes { No

Please evaluate and enroll patient into the program and treat for hepatitis c.

* |ndicates a Required Field Preview oK Cancel I l




EHR Note Templates

(" HCV Treatment Program: Initial Visit with Patient



EHR Note Templates

D}

Quentin N. Burdick Memoriasl Health Care Facilicy
HEPATITIS C TREATHMENT PROGRAML

PCP: |
DEMO, PATIENT ARCELAY({00-00-03}
CHIEF COMPLAINT:Inwalid wisit
OBJECTIVE:

132764 (Now Z0, Z0O1l7@13:4Z)38 (Now Z0, Z0O17@E13:4Z) Qualifiers: 20 (Now Z0,
Z017@13:4Z2) 16 iNow Z0, Z017@E13:42)27.¢ F [E6.4 (C] iNow Z0, Z017@E13:-4Z)
1Z0.00 1b [54.48 kgl

HCV Treatment Program: Initial Visit with Patient

Patient is 10 wear old FEMALE referred to the HCYV clinic for

hepatitis ¢ treatment. Labs and waccinations were rewviewed and orderesed if

necessary. Patient is counseled and eduacated on the disease, labs and wvaccination
recquired, the

prrocess of treatment and all other regquirements before initiating. All concerns
and guestions by the

patient are answered and explained.

Patient wverbalized understanding.

Project Echo presentation is tentatiwvely scheduled for: -
Patient's insurance is -

A1l documents are reguested from patient if necessary to enroll in patient
assistance program.

Additional Counseling points or notes:

Patient's best contact mnmamber is -
PHOQ-2 Questionaire

Owver the last Z weeks, how often has the patient besen bothered by any of the
following problems?

0O: Not at =all

: Sewveral days
Z: More than half the days
Z. Nearly every day

1. Little interest or pleasurse in doing things.

Z. Feeling down, depressed, or hopeless._

2. Trouble falling or sStaying asleep, or sSleeping too mach.
4. Feeling tired or having little enerogy.

= Tramy» Sxmnatita Ay arrar oot 5 »nee

Al I MNone I * Indicates a Required Field Preview I oK I Cancel




R R RSB
Hepatitis C Labs Order Menu

Hep C Screen
IF POSITIVE OR KNOWN HISTORY OF HCY DO
HCY RNA OT REFLEX GENOTYPE

Lab values required within past 3 months

Chem 14

CBC/Auto Diff

Fibrotest

PT/INR

fnemia Panel

Vitamin D

Alpha Fetoprotein Tumor Marker

Hepatitis C Order Set Initial Tests

Hep C PCR QLAMT

HIY Screen

Hepatitiz & Tatal Anbibody
Hepatitiz B Surface Antibody
Hepatitiz B Core Antibody
Hepatitiz B Surface &ntigen

Hepatitiz C 4 week ETH and 5%H labs

Muzt have at leazt 2 UDS inlast 12 months
at least 3 months apart

Urnine Dirug Screen

Fregnancy Test

Hepatitiz C 8 week labs
Al ather labs



R RRRRRRRRRREEEESSSEEIBmmwwwwwwwwwmwW
Hepatitis C Labs Order Set

Hepatitis C Order Set Initial Tests | Hepatitis C 4 week ETR and SVR labs

® Order a Lab Test X

Initial Test
e ST
% CBC with autodiff L CHEM 14 Collect Sample  |ORANGE /SERL
3 Disoy Narns Misiri EE S =
O PTANR CHEM & G 1
] Anernia Panal CHEM CONTROL <VITROS (_| RE I SERUM | Enter order comment
(] Vitamin D CHEM MASTER LIST o '
[] &lpha Fetoprotein Tumor Marker CHL/CG APTIMA SHL < Sl R OUTINE —v'l I
[] Display Name Missing CHL/GC APTIMA  <CHLAMYI
(] HIV 4B SCREEN CHLAMYDIA ABS IGGRIGM <
(] HEPATITIS A TOTAL CHLAMYDIA APTIMA, ﬂ
] HEPATITIS B SURFACE ANTIBODY — ; { _
] HERATITIS B CORE ANTIBODY Ll Collection Type Caollection Date/Time How [dften? ~ How Long?
[T1 Henahtis B Sy rfare Antinen Send Patient to Lab -:| IT o ||:| MCE _Vj I

Stop Order Set Clinical Indication:

CHEM 14 ORANGE/SERUM SP ONCE _‘.I Accept Order

_vJ Quit




Managing Patients

Snapshot of stage in treatment process drop
down menus (these can be adjusted)

White: Unable to contact

Green Ready to present to ECHO

Yellow Pending Appt need labs

Orange Completed treatment, pending SVR labs




Patient

NICE PROECT

NORTHERN TIER
+  INITIATIVE for
HEPC W

ELIMINATION

¢

NICE Project- Northern Tier Initiative for Hep C Elimination

NICE Project- Northern Tier Initiative for Hep C|

Hepatitis C Patient Panel List
Developed by: LT Neelam 'Nelly’ Gazarian, PharmD. QNBEMHCF, Belcourt ND

with LCDR Jonathan Owen, PharmD.

email: neelam.gazarian@ihs.gw, jonathan.owen@ihs.gw

Hepatitis C Patient Panel List
Developed by: LT Neelam 'Melly' Gazarian, Pharm

with LCDR Jonathan Owen, PharmD.

email: neelam.gazarian@ihs.gov, jonathan.owen@ihs.

»0.7 APR likely »3.20likely advanced fibrosis,

Date for Next fibrazis ar cirhasis 2145 unlikely advanced fibrasis
‘atient Name |I] DOB Patient Status H.EE'II?.IH.}' Appt AST/SGOT ALT SGPT Wﬁm APRI Stage (FIB 4 Fll-lStﬂEEC* Viral Load Gmntme|[.ilsnrdemd Notes
mith, Jane 12345 3/3/1986|Pending Appt need labs 31 10/2/2017 140 130 250 14 3 1.2838338 1 3300000|1a sheetllAl  [HARWI

1/3/1977

Pending Appt need labs

10/2/2017

28

36

297

0.235690236

=

0.6285073

18000000

2b

sheetdlAl

Expan

1/4/1987

Ready to present to ECHO

10/13/2017

41

239

0.313807331

[

= | =

0.58510203

200

sheetslAl

Expan

nouse,Minnie

'oppins,Mary

1/5/2015

Pending Appt need labs

11/14/2017

5.426008969

0.17377136

370000

laorib

sheethlAl

sheetl4lAl

Medic

Nonka, Willy

loe,a

sheetl51Al

loe,c 7778|  1/18/1955|Cannot contact 52 48 54| 230| 052173913 1| 176079263 3 SheetlAl |expan
ioe,d 98686|  9/8/1398|Readyto present to ECHO 19 129 115 78| 4.134615385 3| 2.91755945 3 120000 Sheet20!41 |no ing
loe f 78456| 12/21/1948|Readyto present to ECHO &7 95 90|  268| 0895522388 3| 252082213 3 Sheet221al  |Expan
joe,g 32625| 1/22/1961|Pending Appt need labs 56 #DIV/0! #DIV/D! | #DIV/O! #DIV/D1 Sheet?31A1  |Expan




Individual Patient Data

Labs to Order

Date Ordered

Select

from Menu

Daie Hep A
2nd Shot 6
months

Date Hep A
Shot 1st

Date Hep B
0 week

Date 2nd
Shot1
month

Date 3rd
Shot6
months

Twinrix
Shot

pare
Twinrix
2nd shot

Twir
Irds

HCW Screen

HCV Viral Load

HCV GT

11/20/2017

N55A Resistance

Pick from drop down

|
¥

Pregnancy Test

11/20/2017

HIV Screen

11/20/2017

Negative

Chem 14

CBC

PT/INR

<— Pick from drop down

6/28/15900

1/28/1900

6/28/1900

1/28/1500

5/27/

Anemia Panel

Hep A serology/shot

vitD

AFP Marker

Fibrotest

Pick from drop down

|
r

Hep B Ab/Shot , If no

please give shot and f/u
for series

Hep A Ab

Pick from drop down

Hep B = Ab

Hep Bs Ag

Hep B core Ab

R O L A N

uDs

<— Pick from drop down

Enter Date
MM/ DD

Enter Date

MM/DD/YYYY

Enter Date —=

MM/DDYYYY

Treatment Start Date

HCV RNA Results

At 4 week

1/28/1900

At 4 week

drop down

HCV viral Load

I * |Pick from
I

Order 8 week Labs

Chem 14

Order 8 week Labs

|

CBC

At 8 weeks

2/25/1900

At 8 weeks

<— Pick from

drop down

HCV viral Load

Chem 14

[

CBC

At ETR

3/24/1900

At ETR

<— Pick from

drop down

HCV Viral Load

Chem 14

I |

CBC

6/16/1900

At SVR

< Pick from

drop down

Link to Ongoing Patients

T

Enter Date

MM/DD/YYYY



MUIE:

OCTOBER
2017

Sunday Monday Tuesday
o 03
0a 09 10

15 16

22 23 74

5 30 a1

Wednesday

0+

11

18

25

Thursday

05

12

15

26

ENTER MONTH:
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Navigating Insurance/Prior Authorizations

Comprehensive Visit Clinic Notes

Project ECHO

e Recommended regimen

Lab Values

e Chem 14, CBC, anemia panel, Vit D, AFT, HIV, Hep A & B, pregnancy
e Viral load and genotype
e Fibrosis Score: APRI, FIB4, Fibrotest

Abstinence requirements

e Urine drug screens and/or clinical notes

Compliance



Patient Assistance Program

Gilead’s Support Path

e Harvoni®, Epclusa®
e jAssist: https://www.assistrx.com/iassist/

AbbVie Patient Assistance Foundation

Mavyret®



Patient Assistance Programs

e Tribal ID card e “American Indians and Alaska Natives (Al/ANs)
and other people eligible for services through
the Indian Health Service, tribal programs, or
urban Indian programs (like the spouse or
child of an eligible Indian) don't have to pay
the fee for not having health coverage. This is
called having an Indian health coverage
exemption.”

e Income documents
= Max income allowed differs by program

e Proof of noinsurance

= American Indians/Alaska Natives (Al/AN): Indian
Health Coverage Exemption



Time Investment and Workload (Minutes)

- Initial Visit

- ECHO
0 Prior Authorization
m- Treatment
- Counseling




Current Status
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Patients Enrolled in Clinic

AGE DISTRIBUTION

Baby
Boomers
36%

Non-Baby
Boomers
64%



R RRRRRRREREEEREEEEEmmwmmmmm
HCV Screening Rate
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HCV Screening Rate

& Available Reminders B i x|
View Acton
Available Reminders Due Date | Last Occurrence | Priorit
’e,g‘ Weight 0111572016 07/15/2015
DM BP Control 0711672015 07/15/2015
DM Foot Exam DUE NOw
DM Habdlc DUE NOW
DM Hab&1C Control 08/05/2014 05/05/2014
E] G}; Appllcable
HEE ﬁ§ DM Eve Exam 04/20/2018 04/20/2017
@R Hepatitis C Screening 09/22/2014
#-61 Al Evaluated
- Other Categories




Cost Analysis: Cumulative

$2,000,000
$1,800,000 -
$1,600,000 —  $429,912
$1,400,000 -
$1,200,000 -
$1,000,000 -
$800,000 -
$600,000 -
$400,000 -
$200,000 593,\732

SO N w w w
Total Retail Value  Cost of Meds to POS Revenue Total Return
Clinic

IHS Source
m Medicaid/Exp
W PAP

r 51,831,608

$369,116

$275,383
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NICE PROJECT

e The mission of the NICE (Northern Tier Initiative for Hep C Elimination)
Project is to provide comprehensive and patient-centered support for
clinics with or in process of introducing HCV services at their healthcare
facilities in the Norther Tier Areas including but not limited to Great

Plains, Billings and Bemidji.
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Northern Tier Hepatitis C— ECHO Training




Recorded Webinars

e http://www.npaihb.org/hcv/#clinical-resources
° How to create an iCare panel
= How to create a quick order menu for required labs
How to use the NICE patient management tool
Hepatitis C clinic workflow
Medicaid Letter, appointment cards

u]

O

u]



http://www.npaihb.org/hcv/#clinical-resources

ND Medicaid and Expansion
Success Story

12-months abstinence
requirements remains

Drop minimum fibrosure
score requirements

No NS5A resistance test
required unless prescribing
Zepatier®




Patient’s Story

 First patient enrolled in HCV clinic summer of 2017, achieved SVR mid-November

“I have been waiting for this for so long. | know | have made some mistakes in the past,
but | had started to turn my life around. | am very thankful to them for not being
judgmental and for treating me with respect. | am finally able to start a family. God
bless you!”

- First patient to attain SVR in Belcourt HCV clinic
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Questions




Thank you

e Contact Info:
Jonathan.Owen@ihs.gov
Neelam.Gazarian@ihs.gov
Jordan.Walker@ihs.gov
701-477-6111 Ext 8426
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